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•• The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 31 March 2004 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) I3 Claim(s) 1-46 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) [E Claim(s) 35-39 is/are allowed. 

6) |E Claim(s) 1-34 and 40-46 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner 

10) S The drawing(s) filed on March 31. 2004, is/are: a)D accepted or b)[3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

1 2) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Claim 28 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. In claim 28, line 10, "the first end" lacks a proper antecedent basis. 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the non-interference fit (claim 35, last 
three lines) must be clearly shown or the feature canceled from the claims. No new matter 
should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. The replacement sheet(s) should be labeled "Replacement 
Sheet" in the page header (as per 37 CFR 1 .84(c)) so as not to obstruct any portion of the 
drawing figures. If the changes are not accepted by the examiner, the applicant will be notified 
and informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

The claims of the present application and those of grandparent application serial no. 
09/592,072 are not consonant with the restriction requirement made by the examiner in the 
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earlier case, since many of the instant claims are broader with respect to the features of the 
"positioning means". Therefore, the prohibition of double patenting rejections under 35 U.S.C. 
121 does not apply (MPEP 804.01). 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude' 1 granted by a patent and to prevent possible 
harassment by multiple assignees {In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 
1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969)). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application (37 CFR 1. 130(b)). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 9-27, 31-34, and 40-46 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over the claims of U.S. Patent No. 
6,579,3 1 8 B2. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the currently claimed elements of the positioning means would have 
been immediately obvious from patent claims 30-32. In regard to instant claim 13 and others, 
the use of a sheath was quite common in the art at the time of the present invention and would 
have been obvious in order to guide implant insertion and to reduce tissue trauma. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 9-27, 3 1-34, and 40 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Vila et al, FR 2 736 537 Al : Figures 2 and 5. A positioning means with a threaded 
engagement would have been immediately obvious, if not inherent, from the purpose of the 
openings 3 (Figure 1; page 1, lines 23-25; page 2, line 9; page 3, lines 9-11). Instant claim 40 
imposes no real limitations (or frame of reference) on the terms "upper" and "lower" (lines 17- 
18); therefore, the upper and lower surfaces are deemed to correspond to the Vila et al. convex 7 
and concave 6 surfaces, both of which are apparently smooth. Regarding claims 13 and 14, a 
sheath member would have been an obvious supplement for reasons cited above. Regarding 
claim 18, loading the implant with bone material or the like (so as to have an absence of through 
holes) would have been obvious, in not inherent, from line 3 of the English abstract in order to 
improve osseointegration. 

Claims 1-34 and 40 are rejected under 35 U.S.C. 103(a) as being unpatentable over Vila 
et al., FR 2 736 537 Al, in view of Michelson, US 6,478,823 Bl, or Bouchard et al., FR 2 764 
795 Al. To employ a tool of the sort illustrated in Figure 3 of Michelson or Figures 1 and 4 of 
Bouchard et al. would have been obvious in order to prevent loosening of the threaded 



Application/Control Number: 10/814,352 



Page 5 



Art Unit: 3738 

engagement during the implantation procedure, with the ordinary practitioner having been left to 
select an appropriate tool for the Vila et al. implant and having been motivated by the similar 
purposes of the three teachings and, for example, column 8, lines 19-22, of Michel son, or line 7 
of the English abstract of Bouchard et al. Regarding claim 5, the sheath member is capable of 
being removed by disassembling or cutting off the knob 44 of Michelson or the knurled element 
25 of Bouchard et al, even though such was not the intent. 
Claims 35-39 are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dave Willse whose telephone number is (571) 272-4762. The 
examiner can normally be reached Monday through Thursday and often on Friday. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Corrine 
McDermott, can be reached at (571) 272-4754. The fax phone number for the organization 
where this application or proceeding is assigned is (703) 872-9306. Any inquiry of a general 
nature or relating to the status of this application or proceeding should be directed to the 
receptionist whose telephone number is (703) 308-0858. ^ 




Dave Willse 
Primary Examiner 
Art Unit 3738 



